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result in an order to cease and desist and to be subject to penalties as provided for in Section 21t 
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See attached form for 
additional infomnation. 

Interagency Report ControLNC,: . 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER; 22-R-0032 

CUSTOMER NUMBER: 1 80 

FORM APPROVED 1 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

Hoffmann-La Roche Inc 

Rsch & Dev Div, 340 Kingsland St 
Nutley.NJ 07110 



Telephone: (973) -235-5000 


1 3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, tesQng, or experimentation, or held for tiiese purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessarv or use APHIS Form 7023A ) | 

Ae 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
b^ng bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o 
pain-reUeving 
drugs. 

D. Number of animeis upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conduced involving 
accompanying pain or 
distress to Ote animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appre^riate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procures 
producing pain or distre^ in these animals and the reast 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

A. Dogs 

48 

229 

16 

4 

94Q 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

45 

655 

138 

6 

799 

7. Hamsters 

0 

0 

0 

0 

n 

8. Ratjbits 1 

1 

13 

0 

0 

13 

9. Non-human Primates 

28 

49 

46 

0 

95 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 












13. Other Animals 
























1 ASSURANCE STATEMENTS | 


1 ) Prof^ionally acceptable standards governing the care, treatment, and use of animals, including appr^riate use erf aiestetic, analgesic, arxl tranciuHIzing drugs, prior to, during, and following actual res< 
teaching, testing, surgery, or experimentation were followed by this research facility. 


2} Each prinapai investigator has <^rtsidered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and It has required that exceptions to the standards and relations be specified and explained by the principal investigator and ap 
Institutiortal Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the lACUC-approved exceptions. tNs sixrmary inc 
brief explanation of the e)^ption3, as well as the spedes and number of animals affected. 

4] The attending veterinarian for this research fadlity has appropriate authxmty to ensure the provl^on of adequate vetertnary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official } 


APHIS FORM 7023 
(AUG 91 ) 


(B)(6) (B)(7)(c) 

(Replaces VS FORM 18-23 (OCT 68). which Is obsolete.) 
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Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1^ Registration Number: 22-R-0032 

2. Number 4 ^of animals used in this study. 

3. Species (common name) Guinea pig of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Two guinea pigs f rom a group of four used to evaluate a n 
animal model for B4 were 

identified as a Category E. The animal died immediately 
after removal from the B4 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

These were unexpected study results and there was no 
opportunity to relieve pain and distress due to the acute 
nature of the deaths. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agency CFR 




NOV 2 8 2008 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1» Registration Number: 22-R-0032 


2. Number ^ 


of animals used in this study. 


3. Species (common name) Guinea pig of animals used in the study. 


4. Explain the procedure producing pain and/or distress. 

Four guinea pigs from a group of 20 used for oral dose 
training were identified as Category E. All animals 
had complications due to dosing and were euthanized 
upon observing abnormal clinical signs. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

The accident occurred due to unexpected gavaging errors 
and euthanasia occurred when abnormal findings were noted. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency 


CFR 



NOV 2 8 2008 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


It Registration Number: 22-R-0032 


2. Number ^ 


of animals used in this study. 


3. Species (common name) Doa of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Three of sixteen dog s receiving drug 

being evaluated for _ B4 were identified 

as Category E. Of the three dogs / a dosing error occurred 
in one animal. This animal showed clinical signs associated 
with aspiration of a foreign substance (difficulty breathing/ 
weakness). The animal was euthanized when abnormal clinical 
signs were noted. The two remainin g animals e xperienced 
clinical signs associated with a. 

B4 and treatment was provided to B4 

B4 

^B4 Treatment of B4 and frequent 

observations were performed on these animals throughout the 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

duration of the study. 

5. Treatment was not withheld from the above three animals. 
Euthanasia was elected for the dos ing error . Appropriate 
^^reaj^men^^as_use^^p evaluate the ^^B4j|^| in the two animals 
B4 however/ seizures were noted in these 

animals therefore identifying them as Category E. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency 


CFR 





NOV 2 8 2008 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


Registration Number. 22-R-0032 


2. Number 9 


of animals used in this study. 


3. Species (common name) Dog of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 


One of nine doas receivina a 

B4 

drug being 

evaluated for 

B4 

were identified 

as Category E. 

The animal showed 

clinical 

signs associated 

with 

B4 



and 

treatment was attempted to 

B4 


3# .B4 




B4 


Treatment was 


ineffective in alleviating the clinical signs, therefore, 
humane euthanasia was elected. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

Note that treatment was not withh eld from the above ani mal. 

Appropriate treatment was used to B4 

however was ineffective in alleviating the clinical signs. 

The animal was therefore euthanized. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 1 3.102): 


Agency. 


CFR 




